Aurigon's point of view on the safety assessment of cell-based therapies: an experience based on the participation in 15 ATMPs projects.
Cell-based medicinal products (CBMP) require the use of a case-by-case, risk-based, and scientifically justified nonclinical safety testing approach. The challenge is to translate regulatory requirements into concrete testing designs while overcoming technical limitations inherent to animal models and the CBMP and assaying combination strategies to reduce animal use and save time and budget.